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Action Reguested

J

New tolerances for wheét, barley, meat, and milk. This
analysis was run to evaluate exposures.

Discussion

1. Toxicology Endpoint: The routine chronic DRES analysis used a
reference dose (RfD) of 0.01 mg/kg body weight/day, based on a
NOEL of 1.2 mg/kg body weight/day and an uncertainty factor of
100. These values were derived from a two year mouse feeding
study, with the effect of this study being centrilobular
hepatocytomegalXy in males. The reference dose of 0.010 mg/kg
body weight/day was rounded off from 0.012 mg/kg body weight/day
(R. Whiting). This value has been approved by HED (4/11/90) and
Agency (8/22/90) reference dose committees.

2. Residue Information: Food uses evaluated were for new
tolerances. A summary of the residue information used in the
analysis is attached as Table 1. A default conversion factor of
7.784 was used for milk in the analysis, which overestimated the
residue. 1In addition, the tolerance of 0.1 ppm, proposed for
meat, fat, and meat by-products (excluding kidney, which had a
proposed tolerance of 0.2 ppm), was assumed for all other Raw
Agricultural Commodities (RAC's) listed under cattle, goats,
hogs, horses, and sheep (excluding kidneys).

3. Exposure Analysis: The DRES chronic exposure analysis uses
tolerance level residues and 100 percent crop treated to estimate
the Theoretical Maximum Residue Contribution (TMRC) for the
overall U.S. population and 22 population subgroups, which are
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summarized in Table 2. The TMRC of the overall U.S. population
is 0.000463 mg/kg body weight/day which represents 4.63 percent
of the RfD. The estimated TMRC's for non-nursing infants and
children ages 1 to 6 are 0.001543 mg/kg/day (15.4% of the RED)
and 0.001090 mg/kg/day (10.9% of the RfD), respectively. The
TMRC estimate was less than the RfD for all DRES population

groups.

Attachments

cc: DES, CB-TS, Caswell # 861C, Tox 1



